










































510(k) Summary: MRI Compatibility for Intervertebral Fusion and 
Vertebral Body Replacement Implants 

Company: Globus Medical Inc. 
2560 General Armistead Ave. 
Audubon, PA 19403 
610-930-1800 

Primary Contact: Lori Burns 
Director of Regulatory Affairs 

Secondary 
Contact: Kelly J. Baker, Ph.D. 

Senior Vice President, Regulatory and Clinical Affairs 

Date Prepared: December 20, 2017 

Device Name: FORTIFY® and FORTIFY® Integrated 
Corpectomy Spacers  
XPand® Corpectomy Spacers  
NIKO® Corpectomy Spacers 
SUSTAIN® Spacers 
COALITION® Spacers 
PATRIOT® Lumbar Spacers  
PATRIOT® Cervical Spacers  
ALTERA™ Spacers 
RISE® Spacers 
CALIBER® Spacers 
ELSA™ Spacers 
LATIS® Spacers 
MONUMENT™ Spacers 
InterContinental® Plate-Spacers 
MAGNIFY™ Spacers 
INDEPENDENCE® Spacers 

Classification: Per 21 CFR as follows: 
§888.3060 Spinal Intervertebral Body Fixation Orthosis

and/or 
§888.3080 Intervertebral Body Fusion Device

PLR    FORTIFY® Corpectomy Spacers
MQP FORTIFY® and FORTIFY® Integrated Corpectomy Spacers 

XPand® Corpectomy Spacers 
NIKO® Corpectomy Spacers 
SUSTAIN® Spacers (Cervical & Lumbar) 

MAX SUSTAIN® Spacers (Lumbar) 
PATRIOT® Spacers (Lumbar) 
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TransContinental® M 
ALTERA™ Spacers  
RISE® Spacers 
CALIBER® Spacers 
LATIS® Spacers 
MAGNIFY™ Spacers 
INDEPENDENCE® Spacers 

ODP SUSTAIN® Spacers (Cervical) 
COALITION AGX™ Spacers 
PATRIOT® Spacers (Cervical) 

OVE COALITION® Spacers 
COALITION AGX™ Spacers 

KWQ COALITION AGX™ Spacer 
OVD ELSA™ Spacers  

MONUMENT™ Spacers  
InterContinental® Plate-Spacer 
MAGNIFY™ Spacers 
INDEPENDENCE® Spacers 

Regulatory Class: II, Panel Code: 87 

Primary Predicate: FORTIFY® I Corpectomy Spacers (K121107) 

Additional  
Predicates: FORTIFY® Corpectomy Spacers (K112756) 

XPand® Corpectomy Spacers (K060665) 
NIKO® Corpectomy Spacers (K072465) 
SUSTAIN® Spacers (K130478 & K151665) 
COALITION® Spacers (K151939) 
PATRIOT® Spacers (Lumbar) (K122097, K161223) 
PATRIOT® Spacers (Cervical) (K072991) 
ALTERA® Spacers (K140411) 
RISE® Spacers (K113447) 
CALIBER® Spacers (K123231) 
ELSA™ Spacers (K161379) 
LATIS® Spacers (K123913) 
MONUMENT® Spacers (K132559) 
InterContinental® Plate-Spacer (K103382, K161223) 
MAGNIFY™ Spacers (K142498) 
INDEPENDENCE® Spacers (K160597, K170157) 
TPS Spacers (K143578) 
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Purpose:
The purpose of this 510(k) is to update the labeling for MRI compatibility. 

Device Description: 
Globus Medical’s interbody fusion and vertebral body replacement devices are 
cervical, thoracic or lumbar devices used to provide structural stability in skeletally 
mature individuals following discectomy, corpectomy or vertebrectomy and may 
be inserted using an anterior, posterior, lateral or transforaminal approach. The 
devices are available in various heights and geometric options to accommodate 
surgical approaches and patient anatomy. Ridges on the superior and inferior 
surfaces of each device grip the endplates of the adjacent vertebrae to resist 
expulsion. These devices are to be used in conjunction with autograft and/or 
allogenic bone graft comprised of cancellous and/or corticocancellous bone graft 
to be packed inside the device. 

These devices are made from radiolucent PEEK polymer with titanium alloy or 
tantalum markers or titanium alloy, commercially pure titanium, titanium alloy, and 
cobalt chromium molybdenum al. Implants are also available with hydroxyapatite 
(HA) coating. 

Indications for Use: 
FORTIFY® and FORTIFY® Integrated Corpectomy Spacers 
FORTIFY® and FORTIFY® Integrated Corpectomy Spacers are vertebral body 
replacement devices intended for use in the thoracolumbar spine (T1-L5). 
FORTIFY® Spacers (titanium) are also intended for use in the cervical spine (C2-
T1). All FORTIFY® TPS coated spacers are indicated for the same use as non-
coated PEEK versions. 

When used in the cervical spine (C2-T1), FORTIFY® devices (titanium) are 
intended for use in skeletally mature patients to replace a diseased or damaged 
vertebral body caused by tumor fracture or osteomyelitis, or for reconstruction 
following corpectomy performed to achieve decompression of the spinal cord and 
neural tissues in cervical degenerative disorders. These spacers are intended to 
restore the integrity of the spinal column even in the absence of fusion for a limited 
time period in patients with advanced stage tumors involving the cervical spine in 
whom life expectancy is of insufficient duration to permit achievement of fusion, 
with bone graft used at the surgeon’s discretion. 

When used in the thoracolumbar spine (T1-L5), FORTIFY® and FORTIFY® 
Integrated devices are intended for use to replace a collapsed, damaged, or 
unstable vertebral body due to tumor or trauma (i.e., fracture). These spacers are 
designed to provide anterior spinal column support even in the absence of fusion 
for a prolonged period. 

The interior of the spacers can be packed with autograft or allogenic bone graft 
comprising cancellous and/or corticocancellous bone graft as an adjunct to fusion. 
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These devices are intended to be used with FDA-cleared supplemental spinal 
fixation systems that have been labeled for use in the cervical, thoracic, and/or 
lumbar spine (i.e., posterior screw and rod systems, anterior plate systems, and 
anterior screw and rod systems). When used at more than two levels, 
supplemental fixation should include posterior fixation. 

XPand® Corpectomy Spacers 
XPand® Corpectomy Spacers (including XPand®-R) are vertebral body 
replacement devices intended for use in the thoracolumbar spine (T1-L5) to 
replace a collapsed, damaged, or unstable vertebral body due to tumor or trauma 
(i.e., fracture). XPand® Corpectomy Spacers are intended to be used with 
supplemental spinal fixation systems that have been labeled for use in the thoracic 
and/or lumbar spine (i.e., posterior pedicle screw and rod systems, anterior plate 
system, and anterior screw and rod systems). The interior of the spacer can be 
packed with bone grafting material. XPand® Corpectomy Spacers are designed to 
provide anterior spinal column support even in the absence of fusion for a 
prolonged period. All XPand® TPS coated spacers are indicated for the same use 
as non-coated PEEK versions. 

NIKO® Corpectomy Spacers 
NIKO® Corpectomy Spacers are vertebral body replacement devices intended for 
use in the thoracolumbar spine (T1-L5) to replace a collapsed, damaged, or 
unstable vertebral body due to tumor or trauma (i.e., fracture). NIKO® Corpectomy 
Spacers are intended to be used with supplemental spinal fixation systems that 
have been labeled for use in the thoracic and/or lumbar spine (i.e., posterior 
pedicle screw and rod systems, anterior plate systems, and anterior screw and rod 
systems). The interior of the spacers can be packed with bone grafting material. 
NIKO® Corpectomy Spacers are designed to provide anterior spinal column 
support even in the absence of fusion for a prolonged period. All NIKO® TPS 
coated spacers are indicated for the same use as non-coated PEEK versions. 

SUSTAIN® Spacers 
When used as lumbar intervertebral body fusion devices, SUSTAIN® Spacers 
(including SUSTAIN® R, and SUSTAIN®-IR) are intended for use in patients with 
degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). SUSTAIN®, SUSTAIN® 
R and SUSTAIN®-IR Spacers are to be used with autograft and/or allogenic bone 
graft comprised of cancellous and/or corticocancellous bone graft. SUSTAIN® TPS 
Spacers are to be used with autogenous bone graft material.  These devices are 
intended to be used with supplemental fixation, such as the CREO®, REVERE®, 
REVOLVE®, or BEACON® Stabilization Systems. 
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When used as cervical intervertebral body fusion devices, SUSTAIN® Spacers 
(including SUSTAIN® R) are intended for use in skeletally mature patients with 
degenerative disc disease (DDD) of the cervical spine (C2-T1) at one level. DDD 
is defined as discogenic pain with degeneration of the disc confirmed by history 
and radiographic studies. These patients should be skeletally mature and have 
had at least six (6) weeks of non-operative treatment. SUSTAIN® Spacers are to 
be filled with autogenous bone graft material. These devices are intended to be 
used with supplemental fixation, such as the ASSURE®, PROVIDENCE®, or 
XTEND® Anterior Cervical Plate Systems. All SUSTAIN® TPS coated spacers are 
indicated for the same use as non-coated PEEK versions. 

When used as vertebral body replacement devices, SUSTAIN® Spacers (including 
SUSTAIN® and SUSTAIN® R TPS) are intended for use in the thoracolumbar spine 
(T1-L5) to replace a collapsed, damaged, or unstable vertebral body due to tumor 
or trauma (i.e., fracture). The spacers are intended to be used with supplemental 
spinal fixation systems that have been labeled for use in the thoracic and/or lumbar 
spine (i.e., posterior pedicle screw and rod systems, anterior plate systems, and 
anterior screw and rod systems). The interior of the spacers can be packed with 
bone grafting material. SUSTAIN® Spacers are designed to provide anterior spinal 
column support even in the absence of fusion for a prolonged period. All 
SUSTAIN® TPS coated spacers are indicated for the same use as non-coated 
PEEK versions. 

COALITION® Spacers 
COALITION® Spacers are interbody fusion devices intended for use in skeletally 
mature patients with degenerative disc disease (DDD) of the cervical spine (C2-
T1) for one or two contiguous levels, depending on the system. DDD is defined as 
discogenic pain with degeneration of the disc confirmed by history and 
radiographic studies. These patients should be skeletally mature and have had at 
least six (6) weeks of non-operative treatment. These devices are to be filled with 
autograft bone and/or allogenic bone graft composed of cancellous and/or 
corticocancellous bone, depending on the system. 

The COALITION® Spacer is a stand-alone interbody fusion device intended for use 
at one or two levels of the cervical spine (C2-T1) and is to be used with two titanium 
alloy screws which accompany the implant. The spacer is to be filled with autograft 
bone and/or allogenic bone graft composed of cancellous and/or corticocancellous 
bone. 

The COALITION MIS™ Spacer is an interbody fusion device and is to be used 
with two titanium alloy screws or anchors which accompany the implants. When 
used with screws, COALITION MIS™ Spacers are stand-alone interbody fusion 
devices intended for use at one or two levels of the cervical spine (C2-T1). When 
used with anchors, COALITION MIS™ Spacers are intended for use at one level 
of the cervical spine (C2-T1) with additional supplemental fixation such as posterior 
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cervical screw fixation. The spacer is to be filled with autograft bone and/or 
allogenic bone graft composed of cancellous and/or corticocancellous bone. 

The COALITION AGX™ Spacer is intended to be used with supplemental fixation, 
such as anterior cervical plates or posterior cervical screw fixation. When used 
with the COALITION AGX™ Plate, the plate-spacer assembly takes on the 
indications for use of the COALITION AGX™ Spacer, with the COALITION AGX™ 
Plate acting as the supplemental fixation.  The COALITION AGX™ Plate and 
Spacer assembly is a stand-alone device intended for use at one level of the 
cervical spine (C2-T1) and is to be used with two titanium alloy screws which 
accompany the implant. The spacer is to be filled with autograft bone and/or 
allogenic bone graft composed of cancellous and/or corticocancellous bone. 

The COALITION AGX™ Plate is intended for anterior screw fixation to the cervical 
spine (C2-C7) for the following indications: degenerative disc disease (as defined 
by neck pain of discogenic origin with degeneration of the disc confirmed by patient 
history and radiographic studies), trauma (including fractures), tumors, deformity 
(defined as kyphosis, lordosis, or scoliosis), pseudoarthrosis, failed previous 
fusion, spondylolisthesis, and spinal stenosis. 

COALITION® TPS Spacers are stand-alone interbody fusion devices intended for 
use at one level of the cervical spine (C2-T1) and are to be used with two titanium 
alloy screws which accompany the implants. The spacers are to be filled with 
autogenous bone graft. 

PATRIOT® Lumbar Spacers 
PATRIOT® Spacers (including Constitution®, Signature®, Continental®, 
TransContinental®, and TransContinental® M) are interbody fusion devices 
intended for use in patients with degenerative disc disease (DDD) at one or two 
contiguous levels of the lumbosacral spine (L2-S1). DDD is defined as discogenic 
back pain with degeneration of the disc as confirmed by history and radiographic 
studies. These patients should be skeletally mature and have had at least six (6) 
months of non-operative treatment. In addition, these patients may have up to 
Grade 1 spondylolisthesis or retrolisthesis at the involved level(s). PATRIOT® 
Spacers are to be filled with autogenous bone graft material. These devices are 
intended to be used with supplemental fixation systems that have been cleared for 
use in the lumbosacral spine (e.g. posterior pedicle screw and rod systems, 
anterior plate systems, and anterior screw and rod systems). Hyperlordotic 
interbody devices (≥20° lordosis) must be used with at least anterior supplemental 
fixation. All PATRIOT® TPS coated spacers are indicated for the same use as non-
coated PEEK versions. 

PATRIOT® Cervical Spacers 
PATRIOT® Spacers (including COLONIAL®) are interbody fusion devices intended 
for use in skeletally mature patients with degenerative disc disease (DDD) of the 
cervical spine (C2-T1) at one level. DDD is defined as discogenic pain with 

K171848 - Page 6 of 11



degeneration of the disc as confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) weeks of non-
operative treatment. All PATRIOT® TPS coated spacers are indicated for the same 
use as non-coated PEEK versions. 

PATRIOT® Spacers are to be filled with autogenous bone graft material. These 
devices are intended to be used with supplemental fixation, such as the ASSURE® 
or PROVIDENCE® Anterior Cervical Plate Systems. 

ALTERA™ Spacers 
The ALTERA™ Spacer is an interbody fusion device intended for use in patients 
with degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). 

The ALTERA™ Spacer is to be filled with autogenous bone graft material. These 
devices are intended to be used with supplemental fixation. 

RISE® Spacers 
The RISE® Spacer is a lumbar interbody fusion device intended for use in patients 
with degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). 

The RISE® Spacer is to be filled with autogenous bone graft material. This device 
is intended to be used with supplemental fixation, such as the REVERE® or 
REVOLVE® Stabilization Systems. 

CALIBER® Spacers 
CALIBER® Spacers are interbody fusion devices intended for use in patients with 
degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). All CALIBER® TPS 
coated spacers are indicated for the same use as non-coated PEEK versions. 
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CALIBER® Spacers are to be filled with autogenous bone graft material. These 
devices are intended to be used with supplemental fixation, such as the CREO®, 
REVERE® or REVOLVE® Stabilization Systems. 

ELSA™ Spacers 
The ELSA™ Spacer is an interbody fusion device intended for use in patients with 
degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). The ELSA™ Spacer is 
to be filled with autograft and/or allogenic bone graft comprised of cancellous 
and/or corticocancellous bone, may be used with two bone screws, and is to be 
used with supplemental fixation. Hyperlordotic (≥20°) implants must be used with 
the two bone screws and supplemental fixation in addition to the bone screws. 

LATIS® Spacers 
LATIS® Spacers are interbody fusion devices intended for use in patients with 
degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1).  DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies.  These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment.  In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). 

LATIS® Spacers are to be filled with autogenous bone graft material. These 
devices are intended to be used with supplemental fixation. 

MONUMENT® Spacers 
The MONUMENT® Spacer is an interbody fusion device intended for use in 
patients with degenerative disc disease (DDD) at one or two contiguous levels of 
the lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). The MONUMENT® 
Spacer is to be filled with autogenous bone graft material, and is to be used with 
four titanium alloy screws that accompany the implant. The device is intended to 
be used with supplemental fixation (i.e. pedicle screws, facet fixation). 

InterContinental® Plate-Spacers 
InterContinental® Plate-Spacers are lateral lumbar interbody fusion devices 
intended for use in patients with degenerative disc disease (DDD) at one or two 
contiguous levels of the lumbosacral spine (L2-S1). DDD is defined as discogenic 
back pain with degeneration of the disc confirmed by history and radiographic 
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studies. These patients should be skeletally mature and have had at least six (6) 
months of non-operative treatment. In addition, these patients may have up to 
Grade 1 spondylolisthesis or retrolisthesis at the involved level(s). 
InterContinental® Plate-Spacers are to be filled with autogenous bone graft 
material, and are to be used with two titanium alloy screws which accompany the 
implant. These devices are intended to be used with supplemental fixation (e.g. 
pedicle or facet screw systems) in addition to the integrated screws. All 
InterContinental® TPS coated spacers are indicated for the same use as non-
coated PEEK versions. 

MAGNIFY™ Spacers 
The MAGNIFY™ Spacer is an interbody fusion device intended for use in patients 
with degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). The MAGNIFY™ Spacer 
is to be filled with autogenous bone graft material, and is to be used with 
supplemental fixation, such as the CREO®, REVERE® or REVOLVE® Stabilization 
Systems. 

The MAGNIFY™-S Spacer is a stand-alone interbody fusion device intended for 
use in patients with degenerative disc disease (DDD) at one or two contiguous 
levels of the lumbosacral spine (L2-S1). DDD is defined as discogenic back pain 
with degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). The MAGNIFY™-S 
Spacer is to be filled with autogenous bone graft material, and is to be used with 
three titanium alloy screws that accompany each implant. 

INDEPENDENCE® Spacers 
INDEPENDENCE® (including INDEPENDENCE MIS™, and INDEPENDENCE 
MIS AGX™ Spacers) are interbody fusion devices intended for use in patients with 
degenerative disc disease (DDD) at one or two contiguous levels of the 
lumbosacral spine (L2-S1). DDD is defined as discogenic back pain with 
degeneration of the disc confirmed by history and radiographic studies. These 
patients should be skeletally mature and have had at least six (6) months of non-
operative treatment. In addition, these patients may have up to Grade 1 
spondylolisthesis or retrolisthesis at the involved level(s). INDEPENDENCE® 
Spacers are to be filled with autograft bone and/or allogenic bone graft composed 
of cancellous and/or corticocancellous bone. All INDEPENDENCE® TPS coated 
spacers are indicated for the same use as non-coated PEEK versions. 
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INDEPENDENCE® are stand-alone interbody fusion devices intended to be used 
with three titanium alloy screws which accompany the implants. 

INDEPENDENCE MIS™ are interbody fusion devices intended to be used with 
three titanium alloy screws or anchors which accompany the implants. When used 
with screws, these devices are stand-alone interbody fusion devices. When used 
with anchors, these devices are intended for use with supplemental fixation (e.g. 
facet screws or posterior fixation). Hyperlordotic implants (≥25° lordosis) are 
intended for use with supplemental fixation (e.g. facet screws or posterior fixation). 

INDEPENDENCE MIS AGX™ Integrated Spacer and INDEPENDENCE MIS 
AGX™ Integrated Ti Spacer are interbody fusion devices that may be used with 
three titanium alloy screws or anchors which accompany the implants. When used 
with screws, these devices are stand-alone interbody fusion devices. When used 
with anchors, these devices are intended for use with supplemental fixation (e.g. 
facet screws or posterior fixation). Hyperlordotic implants (≥25° lordosis) are 
intended for use with supplemental fixation (e.g. facet screws or posterior fixation). 

INDEPENDENCE MIS AGX™ Spacers are C-shaped, non-integrated PEEK 
spacers that are intended to be used with supplemental fixation (e.g. facet screws 
or posterior fixation). When used in conjunction with the INDEPENDENCE MIS 
AGX™ Integrated Ti Spacer, these devices become the INDEPENDENCE MIS 
AGX™ Integrated Spacer. 

Summary of Technological Characteristics as Compared to the Predicate 
The technological characteristics remain the same between the subject devices 
and the predicate devices. No changes have been made to any of the devices. 
This submission is only to update the labeling to include Magnetic Resonance 
Imaging (MRI) information.

Performance Data:
MRI testing was performed on the subject devices per the following ASTM 
Standards: 

 ASTM F2052:2006 Standard Test Method for Measurement of Magnetically
Induced Displacement Force on Medical Devices in the Magnetic
Resonance Environment

 ASTM F2119:2007 Standard Test Method for Evaluation of MR Image
Artifacts from Passive Implants

 ASTM F2182:11a Standard Test Method of Measurement of Radio
Frequency Induced Heating Near Passive Implants During Magnetic
Resonance Imaging

 ASTM F2213:2006 Standard Test Method for Measurement of Magnetically
Induced Torque on Medical Devices in the Magnetic Resonance
Environment
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No further device performance testing was required for this submission. The 
performance testing remains the same for the subject and predicate devices. 

No further sterilization, biocompatibility and endotoxin evaluation and/or testing 
were required for this submission. The sterilization, biocompatibility and endotoxin 
testing remains the same for the subject and predicate devices. 

Basis of Substantial Equivalence:
The subject devices are substantially equivalent to the predicate devices with 
respect to technical characteristics, performance, and intended use.  
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